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Composition:
Each capsule contains:
Cmeprazole B.P. . .. 20mg
( As enteric coated granulus )

Indications, Contra-indications,
Dosage & Administration mode
and other information: Refer to
the package insert enclosed.

Specifications: BP

Storage condition: Sltore below 30°C inadry Bibu kign bao

place. Proted from light. khéng qua 30°C

KEEP OUT OF REACH OF CHILDREN BE XA TAM TAY TRE

READ THE INSERT CAREFULLY BEFORE USE  BOC KY HUONG
1 San xudt tal An

red in India bél: M by/ Phén
ZIN LABORATORIES LIMITED CONG TV TNH
B-21/22, MIDC Area, Kalmeshwar, Nagpur 144, 3&;
441501, Mahamsmra State — INDIA. . H il

L-B88 mm x W-72.5 mm x H-137.5 mm

80% Actual size ™
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Rx

LOXOZOLE
Vién nang cirng Omeprazole BP 20 mg

Cic diu hidu lru ¥ va khuyén cdo:

Doc ky huedmg dan sir dung trieée khi dimg.

Dé xa tam tay iré em.

Thong bcip ngay cho bdc sy hodc dugce sy nhitng tdce dung khiong mong muon gap phat khi sir|
dung thuoc.

Thuoc nday chi ditng theo don thioc

Thanh phén cong thire thude
M&i vién nang ciing c6 chira:

Thénh phdn hoat chdt: Omeprazole 20 mg (dang c6m bao tan trong rudt)

Thénh phan td diege: Non pareil seeds, Size 2 Capsule Light green/Dark green.

Dang bao ché
Dang bao ché: vién nang cimg
M6 ta dée diém thude: Vién nang cimg, & s& 2, nira mau lye nhat, nira mau lye sim, cé
chita khéi ¢c6m hinh ciu bao tan trong rudt mau tring
Chi dinh
Liéu cho ngudi 16n:
o Didu tri loét ta trang

e Duy phong tai phat loét ta trang
o Diku tri loét da day
e Dy phong tai phat loét da day
o Phdi hop véi khang sinh thich hgp, trong phéc dd diét trir Helicobacter pylori (I1.
pylori), trong bénh ly loét da day — ta trang
e Diéu trj loét da day va ta trang do NSAIDs
e Duy phong loét da day va ta trang do NSAIDs ¢ ngudi bénh ¢ nguy co
e Diéu tri viém thuc quan do trao nguge
e Diéu tri duy tri d8i v6i ngudi bénh hdi phyc sau viém thue quan do trao nguge
e Diéu tri triéu chimg cia hdi chimg trao nguge da day — thuc quan
o Dilu tri hdi ching Zollinger-Ellison
Bénh nhi:
Tré em trén 1 tuoi va cdn ning > 10 kg
* Diéu tri viém thyc quéan do trao nguoc
» Pidu tri triéu chimg ctia ¢ néng va ¢ chua trong héi trdo nguoc da day — thuc quan
Tre em va thiéu nién trén 4 tuoi
» Phdi hop v6i khang sinh thich hop dé diéu tri loét té trang nhiém H. pylori

Liéu dung — Céch dung

Ngudi 16n
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Diéu tri loét ta trang
Lidu ding theo khuyén cdo & ngudi bénh cé loét ta trang tién trién 12 20 mg omeprazole mdt
lan/ngay. DI vai da sb ngudi bénh, vét loét lanh trong vong 2 tudn. DSi v6i ngudi bénh
chua hoan toan lanh vét loét sau dot diéu tri ban ddu, vét loét thudng s& lanh sau 2 tudn tiép
tuc diéu tri. Di v6i ngudi bénh c6 loét t4 trang it ddp tmg, liéu diing theo khuyén cdo 1a
omeprazole 40 mg mét lan/ngay va vét loét s& lanh trong vong 4 tuan.
Due phong tdi phdt loét td trang
pé du phong ti phdt loét ta trang dm tinh v&i H. pylori hodc trudng hop H. pylori chua thé
bi diét triy, liéu dung theo khuyén céo 1a omeprazole 20 mg mét 1an/ngdy. Mot sb it nguoi
bénh chi can li¢u dung 10 mg/ngay la du dap ung. Trudng hop thiit bai diéu tri, ¢o thé ting
lidu dén 40 mg.
Biéu tri loét da day
Lidu ding theo khuyén c4o & ngudi bénh ¢6 loét da day tién trién la 20 mg omeprazole mét
lan/ngay. Déi véi da s& ngudi bénh, vét loét lanh trong vong 4 tudn. D41 voi ngudi bénh
chua hoan toan hdi phuc vét loét sau dot didu tri ban ddu, vét loét thuong sé lanh sau 4 tuan
tiép tuc diéu tri.
D1 voi ngudi bénh co loét da day it ddp Gng, lidu ding theo khuyén céo la omeprazole 40
mg mot 1in/ngay va vét loét thudng s lanh trong vong 4 tuan.
D phong tdi phat loét da day
Pé du phong tai phat loét da day & ngudi bénh ft dép tng, liéu ding theo khuyén céo la
omeprazole 20 mg mdt lan/ngay. Khi cén thiét, c6 thé tang liéu dén 40 mg.
Diét trir H. pylori trong bénh Iy loét da day — td trang
pé diét trir H. pylori cin xem xét lya chon khang sinh phu hop véi tinh trang dung nap
‘thude ctia ngudi bénh va tudn theo céc hudng dan diéu tri va tinh trang khéng khéng sinh &
dia phuong, khu vyc va qudc gia.
e Omeprazole 20 mg + clarithromycin 500 mg + amexicillin 1,000 mg, mdi thude 2
lAn/ngay trong mdt tuan, hodic
e Omeprazole 20- mg + clarithromycin 250 mg (hodc thay th 500 mg) +
metronidazole 400 — 500 mg (hodc tinidazole 500 mfr) mdi thubc 2 lan/ngay
trong mot tun, hodc
e Omeprazole 40 mg 1 lan/ngay véi amoxicillin 500 mg + metronidazole 400 — 500
mg (hodc tinidazole 500 mg), ¢a hai thudc ubng 3 lan/ngay trong mét tudn.
Ma&i tién trinh liéu, néu ngudi bénh con duong tinh v&i H. pylori, 13p lai diéu tri.
Diéu tri loét da day va td trang do NSAID
Pé didu tri loét da day va t4 trang do NSAID, li¢u diing theo khuyén cdo omeprazole 20 mg
x 1 lan/ngay. Pa s6 nguoi bénh c6 vét loét lanh trong vong 4 tuan. Déi véi ngudi bénh chua
hoan toan hdi phuc sau dot diéu tri ban dau, vét loét thudng s& lanh trong 4 tuln diéu trj ticp
theo.
Due phéng loét da day va td trang do NSAID ¢ nguoi bénh ¢6 nguy co
D61 véi du phong loét da day va ta trang do NSAID & ngudi bénh co nguy co (tudi > 60, tién
str loét da day va ta trang, tién sir chay méau éng tiéu hda trén) litu ding theo khuyén céo la
omeprazole 20 mg mat lan/ngay.

A
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Diéu tri viém thuc quan do trao nguoc
Lidu dung theo khuyén céo 1a omeprazole 20 mg mot 1in/ngay.
Péi vaoi da sb ngudi bénh, vét loét lanh trong vong 4 tudn. DAi v6i ngudi bénh chua hoan
toan hdi phuc vét loét sau dot didu tri ban dau, vét loét thudng s& lanh sau 4 tuin tiép tuc
diéu tri.
DEi vai ngudi bénh bi viém thuc quan ning, liéu ding theo khuyén céo 13 omeprazole 40
mg mot 1an/ngay va vét loét s& hoan toan hdi phuc trong 8 tuén.
Diéu tri duy tri doi vGi ngueoi bénh hoi phuc sau viém ihwe quan do trao nguoce
Dé diéu trj duy tri d6i voi ngudi bénh hdi phuc sau viém thuc quan do trdo nguge, liéu dung
theo khuyén c4o 1 omeprazole 10 mg mot lan/ngay. Khi cin thiét, c6 thé tang lidu dén 20 -
40 mg mot lan/ngay.
Diéu tri triéu chitng cua hdi chitng trao nguoc da day — thue quan
Liéu dung theo khuyén cdo 1a omeprazole 20 mg mot lan/ngay. Ngudi bénh co thé chi cén
lidu dimg 10 mg/ngay 1a du ddp (ng. Vi vdy, can xem xét didu chinh li€u phi hop timg ¢4
thé. Néu triéu chimg chua duge kiém soat sau 4 tuin didu tri bing omeprazole 20 mg mét
lan/ngdy , tinh trang ciia ngudi bénh cén duoce danh gid ky hon.
Diéu tri héi chimg Zollinger-Ellison
O ngudi bénh méc hdi chimg Zollinger-Ellison, nén didu chinh liéu dung tiy timg ca nhan
vi duy tri didu tri nhu yéu ciu cia chi dinh lam sang. Liéu dung theo khuyén cdo khoi dau 1
‘omeprazole 60 mg/ngay. T4t ca ngudi bénh véi bénh ly nghiém trong va khong dap (ing
nhidu véi cac liéu phap khac duge kiém soat hiéu qua bing omeprazole va ¢6 90% nguoi
bénh duy tri liéu dung omeprazole 20 — 120 mg/ngay. Khi liéu ding vuot qua 80 mg/ngay,
chia lam 2 lan dung thudc trong ngay.
Bénh nhi
+ Tré em trén I tuoi va can ngng > 10 kg
Piéu tri viém thire quan do trao ngirge
Piéu tri triéu chimg ctia ¢ néng va o chua trong héi trao nguoe da day — thue quan
Liéu ding theo khuyén céo nhu sau: Dya theo d6 tudi, cin nang, liéu ding

o > 1 tudi va cdn nang 10 — 20 kg, 10 mg mot lan/ngay. Khi cdn thiét, c6 thé tang liéu

ding dén 20 mg mot lan/ngay.
e > 2 tudi va cén nang > 20 kg, 20 mg mot lan/ngay. Khi cin thiét, c6 thé ting lidu
diing dén 40 mg mdt lan/ngay.

Viém thic quan do trao ngugce: Thoi gian diéu tri 1a 4 — 8 tuén.
Diéu tri triéu ching o néng va ¢ chua trong hoi trao nguoc da day — thue quan: Thoi gian
diéu tri 13 2 — 4 tudn. Néu tridu ching chua duge kiém soat sau 2 — 4 tudn, tinh trang cua
ngudi bénh can dugc danh gié k§ hon.
+ Tré em va thiéu nién trén 4 tuoi
Diéu tri loét td trang nhiém H. pylori
Khi lua chon liéu phap phdi hop thich hop, cin xem xét dya trén céc huéng dan dicu i cua
khu vue, quéc gia vé sy d& khang khang sinh ctia vi khuén, thoi gian diéu tri (pho bién nhat
12 7 ngay nhung doi khi dén 14 ngdy), va sit dung khéng sinh hop 1.
Tién trinh diéu tri nén dugc giam sat boi bac sy chuyén khoa.
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Lidu dung theo khuyén céo nhu sau:

Cén niing Liéu dung

15-30 kg Phéi hop vai 2 khang sinh: Omeprazole 10 mg, amoxicillin 25 mg/kg
cén ning va clarithromycin 7.5 mg/kg cin niang tit ca chia lam 2
lAn/ngay, trong mt tudn.

31-40 kg Phéi hop véi 2 khang sinh: Omeprazole 10 mg, amoxicillin 750 mg va
clarithromycin 7,5 mg/kg can ndng tét ca chia lam 2 lAn/ngay, trong mot
tudn. '

>40 kg Phdi hop voi 2 khang sinh: Omeprazole 10 mg, amoxicillin 1 g va
clarithromycin 500 mg tat ca chia lam 2 lan/ngay, trong mot tudn.

D&i tuong dac biét
Nguwai bénh suy giam chite nang than
Khéng cin thiét diéu chinh liéu ding & ngudi bénh suy giam chitc nang than.

Ngieoi b¢nh suy giam chirc ndng gan

O ngudi bénh suy giam chire nang gan, liéu ding hang ngay 10 — 20 mg la di.

Nguoi cao tuoi (> 65 tudi)

Khéng can thiét diéu chinh liéu diing & ngudi cao tubi.

Céch dung

Khuyén céo ding Omeprazole budi sang, tot hon 1a khong ciing thue &n, nudt ca vién véi
nura cde nude. Khong dugce nhai, bé hoidc nghién nho cém co chira trong nang.

Trieong hop, nguoi bénh gap kho khan khi nuét va tré em cd thé uéng hodc nudt thire dn
mén

Ngudi bénh ¢ thé mo nang thude va nuét lugng thude v6i nira cde nude hode sau khi trén
v6i mot chat long hoi acid nhu nude trai cdy hode nudce x6t tdo, hode trong thirc udng khong
gaz.

Khuyén ngudi bénh dung hdn dich ngay sau khi pha (hodc trong vong 30 phat) va luén
khudy déu trude khi ubng va trang lai bing nira cbe nude. Bing cach khic, ngudi bénh co
thé ngdm vién nang dé ra va nut khdi cém bang nira cde nude. Khong duge nhai com bao
‘tan trong rudt.

Chéng chi dinh

Min cam v6i omeprazole, cdc d&n xuét thé nhom benzimidazole hodc bét ¢t ta duge ndo.
Céc thube e ché bom proton, gdm ca omeprazole, bi chéng chi dinh ding chung vdi
nelfinavir.

Canh bdo va thin trong khi diing thudc ]

Trong trudng hop ¢6 bét cir triéu chiing canh bao (nhur gidm can dang ké khong chu dich,
ndn dai déng, khé nudt, ndn ra méau hodc di tidu phan den) va khi c6 nghi ngd hodc chan
doan loét da day, cin loai bo cin nguyén dc tinh. bai vi ding thudc ¢6 thé 1am gidm tri¢u
chimg va lam chan doén b tri hoan.

Khong khuyén cao dung chung atazanavir va cic thude e ché bom proton. Néu su két hop
ndy 12 khong thé tranh khoi, khuyén cdo theo ddi 1dm sang (nhu dinh lugng virus) chit che
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va ting liéu diing dén atazanavir 400 mg/ritonavir 100 mg. Liéu ding ciia omeprazole khong
duge vuot qua 20 mg.

Omeprazole, ciing nhu cdc thube trc ché tiét acid, c6 thé lam gidm hdp thu vitamin B12
(cyanocobalamin) do tinh trang giam tiét dich vi cua da day. Cdn xem xét truong hop nay &
ngudi bénh ¢6 du trit gidm hodc ¢6 nguy co giam hép thu vitamin B 12 khi didu tri lau dai.
Omeprazole 1a mdt chit @c ché CYP2C19. Khi bat ddu hodc két thic diéu tri bing
omeprazole, nén xem xét cac tuong tac tiém tang gitra omeprazole voi cac thudc khac duge
CYP2C19 chuyén hoa. Co ghi nhan vé tuong tac gilta clopidogrel va omeprazole. Mbi
twong quan ldm sang cia tuong tac nay con chua chic chan. Luu v, khong nén sir dung
chung omeprazole va clopidogrel.

S6 it tré em méac bénh man tinh ¢6 thé cAn dugc diéu tri 1au dai mic di khong duge khuyén
c4o.

Ha magnesi huyét

Ha magnesi huyét nghiém trong dugc bao céo trong mot sd trudng hop st dung PPI nhu
omeprazole trong it nhét 3 thang va da s6 1a 1 nam diéu trj. Nhiing biéu hién nghiém trong
do ha magnesi huyét nhu mét moi, co cimg, mé sang, co gidt, chong mét va loan nhip tam
thit ¢6 thé xay ra nhung ciing c6 thé lanh tinh, khong c6 triéu chimg va thoang qua. Pa sb
ngudi bénh bi anh huong 6 tinh trang ha magnesi huyét hdi phuc sau khi bé sung magnesi

va ngung dung PPL

Pbi v6i ngudi bénh cin duge didu tri kéo dai hoge dung thude tc ché bom proton (PPI)
chung vé6i digoxin hay cac thubc co thé lam giam magnesi huyét (nhu thude loi ticu), can bo
y ¢ nén xem xét dinh lugng magnesi trong mau trude va dinh ky trong khi bét diu diéu tri
bang PPI.

Cac thude ire ché bom proton, dic biét khi sir dung lidu cao va kéo dai (> 1 ndm), ¢6 thé lam
tang nhe nguy co gdy xuong hong, cd tay va d6t sdng, nhét 1a dbi véi ngudi cao tudi hoic
ngudi bénh cé nhiing yéu t6 nguy co khac. Cde nghién ciru quan sat cho thiy cde thude te
ché bom proton cé thé lam tang tdng nguy co gdy xuong 10 — 40%. Mt phan nguy co ting
¢6 thé do céc yéu td khac. Nén theo d6i va chdm séc ngudi bénh ¢d nguy co loding xuong
can cir theo cac hudng din 1am sang hién hanh. Cin dam bao bé sung ddy du vitamin D va
calci cho d6i tugng nay.

Dang bao ché cé chira sucrose. Nguoi bénh ¢ rdi loan di truyén hiém gip nhu khong dung
nap fructose, kém hép thu glucose-galactose hoic thiéu hut enzym sucrase-isomaltase thi
khéng nén sir dung thude nay.

Diéu tri bing omeprazole c6 thé 1am tang nhe nguy co méc mot sb bénh nhiém khudn dudng
tiéu hoa nhu Salmonella va Campylobacter.

Nhur tét ¢a didu tri kéo dai, nhét 1a khi thoi gian diéu tri vugt qud 1 nam, cAn dit ngudi bénh
dudi su giam sat thuong xuyén.

Anh huéng két qua xét nghiém cén 1im sang

Tang ndng do CgA ¢6 thé anh hudng dén két qua xét nghigm tim khéi u thén thin kinh-ndi
tiét. Dé tranh anh hudng nay, nén tam thdi ngung diéu tri bang omeprazole 5 ngay trude khi
dinh lugng CgA.

Lupus ban dé ban cdp (Subacute cutaneous lupus erythematosus — SCLE)




https://trungtamthuoc.com/

Cac chét re ché bom proton ¢6 1ién quan dén cac trudng hop rit hiém gip phai lupus ban do
ban cép. Néu co tén thuong xay ra, ddc biét & ving da bj phoi ning, va néu c6 kém dau
khop, ngudi bénh nén tim tir vAn y t€ ngay va can bd y t& cin xem xét ngung dung
omeprazole. Lupus ban do béan cap sau lan diéu tri bang mot chét (ic ché bom proton ¢6 kha
niing lam ting nguy co lupus ban dé ban cip véi céc thude khdc cling nhom.

Si dung thudce cho phuy nir ¢6 thai va cho con bi

Két qua thu thdp tir ba nghién citu dich & hoc tién ctu (hon 1000 trudng hop sau phoi
nhiém) cho thay khong ¢6 tic dung c¢6 hai do omeprazole trong thai ky hodc dbi voi siic
khoe thai nhi/tré so sinh. C6 thé sir dung thudc trong thdi gian mang thai.

Omeprazole bai tiét duge vao sita me nhung khong c6 kha nang anh hudng dén tré nho véi
ngudng liéu diéu tri.

Anh hwéng cia thude 18n kha ning 14i xe, van hanh mdy méc

Loxozole c6 thé khong anh huéng Ién kha néng l4i xe va vén hanh may. Co thé xay ra céc
tic dung khong mong mudn ctia thubc nhu chéng mat va rdi loan thi gide. Néu bj anh
hudng, ngudi bénh khong nén li xe hodc van hanh mdy.

Twong tic, twong Ky ciia thude

Twong tac:

Téc dung cita omeprazole di v6i duge dong hoc ciia céc hoat chét khac

Hoat chdt hdp thu phu thude pH

Trong qué trinh didu tri bing omeprazole, tinh trang giam d¢ acid da day c6 thé lam tang
hodic giam su hip thu cia mét s6 hoat chét duoc hip thu phu thuge pH.

Nelfinavir, atazanavir

Néng do cac thude nelfinavir va atazanavir trong mau giam néu dang chung v&i omeprazole.
Chéng chi dinh ding chung omeprazole va nelfinavir. Khi diung chung omeprazole
(40 mg/ngdy), ndng do nelfinavir trong mau va ndng do trung binh cta chét chuyén hoa c6
hoat tinh duge ly M8 gidm xap xi 40% va 75 — 90%, tuong Ung. Tuong tdc nay cé thé do sur
tic ché CYP2C19.

Khong khuyén cio ding chung omeprazole va atazanavir. Khi ding chung omeprazole
(40 mg/ngay) va atazanavir 300 mg/ritonavir 100 mg & ngudi khoe manh, nong do
atazanavir trong mau giam dén 75%. Tang liéu atazanavir dén 400 mg khong bu dugce tic
dung ctiia omeprazole déi vai ndng do atazanavir trong méu. Khi ding chung omeprazole
(20 mg/ngay) va atazanavir 400 mg/ritonavir 100 mg & ngudi khdée manh, nong do
atazanavir trong mau giam xép xi 30% so vai ché dé liéu atazanavir 300 mg/ritonavir 100

mg mot lan/ngay.

Digoxin

Khi ding chung omeprazole (20 mg/ngdy) va digoxin & ngudi khoe manh, sinh kha dung
ciia digoxin tiang 10%. Ddc tinh do digoxin la hiém gap. Tuy nhién, cin thin trong sir dung
omeprazole liéu cao ¢ ngudi cao tudi. Cin theo ddi nghiém ngat ché d¢ diéu tri cua digoxin.

Clopidogrel

Trong mot nghién ctru 1dm sang cit ngang, tién trinh liéu nhu sau trong 5 ngay : clopidogrel
(300 mg liéu nap, 75 mg/ngay sau do) riéng 1¢ va dung chung vdi omeprazole (80 mg).

6
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Nong do cac chét chuyén hda cé hoat tinh cua clopidogrel giam 46% (ngay 1) va 42% (ngay
5) khi dung chung v&i omeprazole. Hiéu lyc tc ché két tdp tiéu cdu trung binh gidm 47%
(sau 24 gid) va 30% (ngay 5) khi ding chung véi omeprazole. Trong mét nghién ciru khac,
dung chung clopidogrel va omeprazole tai cac thai diém khac nhau khéng ngin duoc twong
tac thudc do téac dung (e ché ciia omeprazole dbi voi CYP2C19.

Dit liéu v& mdi quan hé 1am sang con chua déng nhét vé tuong tac dugc lyc hoe/duge dong
hoc lién quan dén céc bién ¢d tim mach dugce bdo cdo tir cic nghién ctu quan sat.

Cdce hoat chat khdc

Hép thu cua posaconazol, erlotinib, ketoconazol va itraconazol giam dang ké va vi vay hiéu
qua ldm sang c¢6 thé bi anh huong. Tranh sir dung omeprazole cing voi posaconazol va
erlotinib. _ '

Hoat cht chuyén héa qua CYP2C19

Omeprazole la mot chét trc ché trung binh CYP2C19, enzym chuyén hoa chinh omeprazole.
Vi vily, su chuyén hoa ciia cac hoat chét ciing dugc chuyén hoa boi CYP2C19 c6 the giam
va ndng d6 ctia chiing trong huyét thanh ting. Truong hop cu thé [a R-warfarin va céc thude
trc ché vitamin K, cilostazol, diazepam va phenytoin.

Cilostazol

Omeprazole, véi lidu ding 40 mg & ngudi khée manh trong mdt nghién ctiu cit ngang, lam
ting Cmax va AUC ciia cilostazol 18% va 26% tuong (mg va déi véi mét trong sb cdc chit
chuyén héa cia n6 1a 29% va 69% tuong (mg.

Phenytoin

Khuyén cdo theo doi ndng do phenytoin trong mau trong hai tudn ddu sau khi bat dau ditu
tri bing omeprazole. Truong hop da diéu chinh liéu déi v6i phenytoin, can theo doi va didu
chinh liéu lai sau khi ngung ding omeprazole.

Co ché chua biét

Saguinavir

Khi ding chung omeprazole v&i saquinavir/ritonavir, nong do saquinavir ting xap xi 70% va

tinh trang ciia ngudi bénh nhiém HIV dung nap tot.

Tacrolimus

Khi ding chung véi omeprazole, cé bao cdo ghi nhdn tang ndng do tacrolimus trong méu.

Cén theo ddi chit chd ca ndng dd tacrolimus va chirc nang than (dd thanh thai creatinin), va

didu chinh liéu d6i v6i tacrolimus khi can thiét.

Methotrexat

Khi ding chung véi céc thube Grc ché bom proton, ¢6 bdo cdo ghi nhan ting néng dd

methotrexat & mdt s trudong hop. C6 thé xem xét tam thdi ngung sir dung omeprazole khi

¢6 chi dinh methotrexat liéu cao.

Téc dung ciia céc hoat chit khde ddi véi duoc déng hoc clia omeprazole

Cdc chdl ire ché CYP2C19 vashode CYP3A4 .

Bai vi omeprazole bi chuyén héa boi CYP2C19 va CYP3A4, cac hoat chét xac dinh la chit

itc ché CYP2C19 hosic CYP3A4 (nhu clarithromycin va variconazol) ¢6 thé lam ting ndng

d6 omeprazole trong mau bing cach lam giam téc do chuyén hoa thude. Voriconazol diing

chung ¢6 thé lam tang gép déi ndng do omeprazole trong mdu, Boi vi omeprazole litu cao
7
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da duge chimg minh 1a dung nap t6t nén diu chinh liéu théng thudng 1a khong can thiét.
Tuy nhién, cin xem xét diéu chinh liéu dbi v6i ngudi bénh suy gidm chirc nang gan hogic/va
trong trudng hop diéu tri kéo dai.

Chdt cam immg CYP2C19 véivhodc CYP3A44

Céc hoat chét x4c dinh 12 chit cam tng CYP2C19 hoiic CYP3A4 hay ca hai (nhu rifampicin
va St John's wort) c¢6 thé lam gidzm ndng d§ omeprazole trong méu bang cich lam ting tée
d6 chuyén hoa thude. '

Twong ky:

“Do khong cé cde nghién cieu vé tinh teong ky cia thuée, khong tron lan thuéc nay véi cde
thude khdc*

Téc dung khéng mong mudn ciia thude

Cac téc dung khong mong muén thuong gip nhét (1-10% trong s& ngudi bénh) la dau dau,
dau bung, tdo bén, tiéu chay, ddy hoi va budn nén/ndn.

Cac phan tmg ¢6 hai sau dugc xdc dinh hodc nghi ngo trong cac thir nghiém lam sang va béo
¢40 sau luu hanh. Khéng c6 tac dung xay ra phu thudc litu dung. Céc phan (mg co hai liét ké
dudi day duoc phén loai theo tan sudt va hé co quan bi anh hudng. Phén loai tén suit xdy ra
dwoc quy ude nhu sau: Rét thudng gip (= 1/10), Thudng gap (= 1/100 dén < 1/10), it gap
1/1.000 d&n < 1/100), Hiém gip (> 1/10.000 dén < 1/1.000), R4t hiém gdp (< 1/10.000),
Chua biét (tn sudit chua thé dénh gié tir dit liéu y van).

Tén suit Phan (rng co6 hai

Roi loan huyét hoc

Hiém gip: Giam bach cau, giam tiéu cau
Rat hiém gap: Mt bach cdu hat, giam té bao méau (hdng ciu, bach ciu. tiéu ciu)

Réi loan mién dich

Hiém gip: Phan (mg qué man nhu s6t, phu mach va phan (ng phan vé/sbe

Réi loan dinh dudng va chuyén hoa

Hiém gip: Ha natri huyét
Chua biét: Ha magnesi huyét

Bit thudmg vé tim than

it gdp: Mét ngu

Hiém gip: Kich dong, 1a lan, trim cam
Rét hiém gap: Gay han, 4o gidc

Rdi logn thin kinh

Thuong gap: Pau diu

it gap: Chéng mait, di cam, budn nga
Hiém gap: Réi loan vi gidc

Roi loan thi gidc
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Hiém gap:

Nhin mo

Réi loan tai va mé dao

it gap:

Chéng mét

Réi loan hd hip

Hiém gap:

Co thét phé quan

Réi loan tiéu hoa

Thuong gip: Dau bung, tao bon, tiéu chay, diy hoi, budn nén/nén
Hiém giip: Khé miéng, viém miéng, nhiém Candida tiéu héa
Chura biét: Viém dai trang vi thé

R6i loan gan mat

it gdp:

Téang enzym gan

Hiém gip:

Viém gan kém hodc khong kém vang da, vang mat

R4t hiém gip:

Suy gan, bénh Iy ndo gan & ngudi bénh hi¢n ¢6 bénh gan

Phén trng ngoai da

it gap:

Viém da, ngira, phat ban, may day

Hiém gap:

Rung td¢, tang nhay cim anh sang

Rat hiém gip:

Héng ban da dang, hdi chimg Stevens-Johnson, hoai tr thugng bi
nhiém doc

Chua biét:

Lupus ban @6 béan cép

Réi loan co xwong va md lién két

it gap: Géy xuong hong, cb tay hoic 6t séng
Hiém gap: Dau khép, dau co

Rat hiém gap: Yéu co

Roi loan théin va tiét nicu

Hiém gap:

Viém than ké

Réi loan chire niing sinh dyc

Rat hiém gip:

Vi to & nam gidi

- £ .n s
Mot so bi€éu hién chung

it gp:

Khé chiu, phil ngoai bién

Hiém gip:

Tang d6 md hoi

‘Qua liéu va cach xir tri

Thong tin thude con han ché vé cac hdu quéa do qua liu omeprazole & ngudi. Trong y van,
¢6 ghi chép vé lidu dung dén 560 mg va hoa hodn cé cac béo cdo truomg hop ding liéu duy
nhét 1én dén 2400 mg omeprazole (gdp 120 Ian lidu ding dugc khuyén cédo trén lam sang).
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C6 bio cdo vé cac tac dung budn ndn, ndn, chéng mat, dau bung, tiéu chay va dau dau. Hon
nira, vo cam, tram cam va la 1an duoc mo ta lai trong cac trudng hop doc lap.

Céc triéu chirng dugce mo ta thodng qua va chua c¢6 hdu qua nghiém trong duoc bao cdo. Téc
dd dao thai thuée khong dbi khi ting liu ding (duge dong hoc béc I). Khi cn thiét, phai
didu tri triéu chimg. Tich cyc theo ddi dé c6 bién phap xir tri kip thoi.

. Pic tinh dwgce lue hoe

Phan logi tac dung dwge Iy: thudc ke ché bom proton

Ma ATC: A02BCO1

Co ché tac dong

Omeprazole, mét hdn hop racemic cia hai ddng phan quang hoc, ¢o tac dyng giam tiét acid
da day bing mot co ché tac dong chon loc cao. Thude tao ra sy ire ché dic hiéu doi véi
enzym H+, K+, ATPase (bom proton) ¢ t& bao thanh. Vi tién trinh ]iéu mét 1an hang ngay,
thudc tac dung nhanh va kiém sodt triéu ching théng qua su e ché tiét acid da day ¢ hoi
phuc.

Omeprazole 1a mot baz yéu va duge chuyén héa thanh dang hoat tinh trong méi trudng acid
cao. tai kénh ndi bao cua t& bao thanh, dich tac dung dé e ché enzym HYK*-ATPase. Nho
vaio co ché tac dang trc ché giai doan cudi cling cia sy tao thanh acid, nén omeprazole (e
ché hitu hiéu céa su tiét dich co ban Iin kich thich bat ké tc nhén kich thich tao thanh acid.

Pic tinh duge djng hoc

‘Hap thu

Omeprazole va omeprazole magnesi khong bén véi acid. Vi vy, thude duge udng dudi
dang cém bao tan trong rudt duge chita trong vién nang ctng. Sy hdp thu omeprazole dién
ra nhanh chéng, véi ndng do dinh dat dugce xap xi 1 — 2 gid sau khi udng. Su hip thu
omeprazole dién ra & rudt non va thudng két thuc trong vong 3 — 6 gio. Thic dn khong anh
huong sinh kha dung cua thube. Kha dung toan than tir lidu duy nhit omeprazole vio
khodng 40%. Sau khi lip lai liéu mot 4n hang ngay, sinh kha dung tang dén khoang 60%.
Phan b

Thé tich phén bd biéu kién cia thuée & ddi twong khée manh 13 xdp xi 0,3 L/kg can ning.
Omeprazole gén két vai 97% protein huyét tuong.

Chuyén hoa

Omeprazole hoan toan bj chuyén héa boi hé thdng cytochrom P450. Phin 16n sy chuyén héa
cia né phu thudc da hinh cia CYP2C19, tao thanh hydroxyomeprazole, chét chuyén hoa
chii yéu trong huyét thanh. Phin con lai dugce chuyén hoa qua isoform CYP3A4, tao thanh

omeprazole sulfon. Do éi lyc cao clia omeprazole doi véi CYP2C19, omeprazole ¢ tiém

ndng canh tranh Uc ché va tuong téc thudc vdi céc co chét cia CYP2C19. Tuy nhién, do ai
luc yéu déi véi CYP3A4, omeprazole khong cé tiém nang tic ché sy chuyén héa clia cédc co
chét ctia CYP3A4 khac. Hon nita, omeprazole khong c6 tdc dung tre ché d6i voi cac enzym
CYP chinh.

Xép xi 3% quin thé ngudi chau Au va 15 — 20% quén thé ngudi chau A khéng c6 enzym
CYP2C19 con chic nang va duge goi 1a nhém chuyén héa cham. O nhitng ddi tuong nay, sy
chuyén hoa cua omeprazole c6 I& chu yéu théng qua con dudng xic tdc ctia CYP3A4. Sau
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tién trinh liéu omeprazole 20 mg | lan/ngdy, AUC trung binh cia & nhém chuyén héa chém

6 gid tri gip 5 — 10 l4n so v6i nhom ¢6 enzym CYP2C19 cdn chiic ning (chuyén hoa

nhanh). Nong d9 dinh trung binh dat dugc ciing cao hon, gip 3 — 5 lan. C4c nhan dinh nay
khong tinh dén liéu diing ctia omeprazole.

Nira doi thai trir ciia omeprazole trong huyét tuong thudng it hon mét gio ca khi udng liéu
duy nhét va 1ap lai mot lan/ngay. Omeprazole bi dao thai hoan toan khoi huyét tuong trong
khoang cich gitta cac lidu va khong cé khuynh hudng tich lay véi tién trinh lidu mot
lAn/ngay. Hau hét 80% lidu ding sau khi uéng dao thai dui dang chuyén héa qua nude ticu,
phan con lai qua phan, cha yéu tir sy bai tiét mat.

AUC cua omeprazole tdng v6i lidu ldp lai. Su tang ¢6 phu thude lidu ding va cho méi quan
hé AUC-li¢u dung khong tuyén tinh sau khi diing thudc 1ap lai. Su tuong quan gitta thoi gian
va liéu ding 1a do hiéu tng vuot qua ldn diu va d¢ thanh thai toan phan do omeprazole va
cdc chét chuyén héa (nhom sulfon) G ché enzym CYP2C9. Khéng ¢ chét chuyén héa nao
¢6 tac dung e ché tiét acid dich vi.

Dbi tuong dac biét

Nguoi bénh suy giam chire nang gan

O ngudi bénh suy giam chirc nang gan, su chuyén hoéa cta omeprazole giam dan dén tang
AUC. Omeprazole khéng ¢6 khuynh hudng tich iy véi tién trinh lidu mét lan hang ngay.
Nguoi bénh suy gidm chire nang thdn

Dugc déng hoc ciia omeprazole, bao gdm sinh kha dung va toc dg dao thai, khong ddi &
ngudi bénh suy gidm chirc nang than.

Ngueoi cao 1101

Téc dd chuyén hoa ctia omeprazole giam nhe & ngudi cao tudi (75 — 79 tudi).

Bénh nhi '

Trong khi didu tri v&i lidu ding duge khuyén cdo cho tré em tir dd 1 tudi, ndng do thube
trong huyét thanh dat duoc twong ty so véi ngudi 16n. & tré em nho hon 6 thang tudi, do
thanh thai omeprazole thép do kha ning chuyén héa omeprazole con thip.

Quy cich dong goi: Hop 10 vi x 10 vién

Piéu kién bao quan, han diang, tiéu chuin chiit lwgng ciia thude

Diéu kién bao quan: Bao quan noi khd, & nhiét do khong qua 30°C. Tranh anh séng
Han dimg: 36 thang ké tir ngay san XUAL.
Tiéu chudn chdt liuong ciia thuoc: BP
Tén, dia chi co' s san xuit thude
ZIM LABORATORIES LTD.
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